
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 223 1 3- 1 450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCICETNO. 



CONFIRMATION NO. 



09/925,139 



08/08/2001 



Rosanne M. Crooke 



10/07/2003 



36441 7590 

MARY E. BAK 

HOWSON AND HOWSON, SPRING HOUSE CORPORATE CENTER 
BOX 457 

SPRING HOUSE, PA 19477 



ISPH-0596 



3066 



EXAMINER 



SCHULTZ, JAMES 



ART UNIT 



PAPER NUMBER 



1635 

DATE MAILED: 10/07/2003 




Please find below and/or attached an Office communication concerning this application or proceeding. 



FTO-90C (Rev. 10/03) 



Office Action Summary 



Application No. 

09/925,139 



Art Unit 

1635 

The MAILING DATE of this communication app ars on th cover sheet with the correspondence address - 



Examiner 

J. Douglas Schultz 



Applicant(s) 

CROOKE ET AL. 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the oeriod for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- !} NoS for reply ^specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS J from the , ma ..ng date of th.s commumcat.on. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 ILS.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)K Responsive to communication(s) filed on 01 August 2003 . 
2a)D This action is FINAL. 2b)KI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) E3 Claim(s) 1.2.4-10 and 12-15 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claimfs) 1 and 2 is/are rejected. 

7) K Claims 4-10 and 12-15 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment! s) 

1) [El Notice of References Cited (PT0-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PT0-948) 5) □ Notice of Informal Patent Application (PT0-152) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 
Continued Examination Under 3 7 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1. 17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on April 8, 2003 has been entered. 

Status of Application/Amendment/Claims 
Applicant's response filed April 8, 2003 has been considered. Rejections and/or 
objections not reiterated from the previous office action mailed November 20, 2002 and July 2, 
2003 are hereby withdrawn. The following rejections and/or objections are either newly applied 
or are reiterated and are the only rejections and/or objections presently applied to the instant 
application. 

Response to Amendment 
Applicant's election without traverse of 163 1-1769 of SEQ ID NO: 3 in applicants' 
communication mailed July 24, 2003 is acknowledged. 

Claim Rejections - 35 USC § 1 02/103 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 and 103 that 
form the basis for the rejections under these sections made in this Office action: 
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A person shall be entitled to a patent unless - 

102(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

102(e) the invention was described in (1) an application for patent, published under section 122(b), by another 
filed in the United States before the invention by the applicant for patent or (2) a patent granted on an application 
for patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 



103(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary skill 
in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 1 and 2 are rejected under 35 U.S.C. 102(b) and 103(a) as being anticipated 
and/or obvious by Budzinski et al. (DE 197 31 609 Al). 

The claims of the above invention are drawn to antisense compounds 8 to 50 nucleotides 
in length that specifically hybridizes with and inhibits the expression of human cholesterol ester 
transfer protein of SEQ ID NO: 3. 

SEQ ED NO: 1 1 (page 13) possesses 100% identity with residues 1716-1732 of, and 
would thus specifically hybridize with, SEQ ED NO: 3. Although this reference does not 
specifically teach the function of inhibiting applicants' instant SEQ ED NO: 3 as claimed in the 
present application, the above-listed compound meets all the structural limitations as set forth in 
the instant claims. Because the sequences are substantially identical to applicant's claimed 
compounds, in the absence of evidence to the contrary said compounds are thus considered to 
possess the functional limitations of specifically hybridizing with and inhibiting the expression 
of applicants' instant SEQ ED NO: 3. Support for this conclusion is drawn from MPEP 21 12: 



Where applicant claims a composition in terms of a function, property or characteristic and the composition 
of the prior art is the same as that of the claim but the function is not explicitly disclosed by the 
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reference, the examiner may make a rejection under both 35 U.S.C. 102 and 103, expressed as a 
102/103 rejection. "There is nothing inconsistent in concurrent rejections for obviousness under 35 U.S.C. 
103 and for anticipation under 35 U.S.C. 102." In re Best, 562 R2d 1252, 1255 n.4, 195 USPQ 430, 433 
n.4 (CCPA 1977). This same rationale should also apply to product, apparatus, and process claims claimed 
in terms of function, property or characteristic. Therefore, a 35 U.S.C. 102/103 rejection is appropriate for 
these types of claims as well as for composition claims. Emphasis supplied. 

In'rejecting the claims of the above under 35 U.S.C. 102 and 103, a prima facie case has 
been established by the examiner whereby the burden of proof in showing that the claimed 
compounds are not anticipated by the compound(s) of the prior art as stated lies with the 
applicant, as per MPEP 21 12.01: 

Where the claimed and prior art products are identical or substantially identical in structure or composition, 
or are produced by identical or substantially identical processes, a prima facie case of either anticipation or 
obviousness has been established. In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). 
When the PTO shows a sound basis for believing that the products of the applicant and the prior art are the 
same, the applicant has the burden of showing that they are not. In re Spada, 91 1 F.2d 705, 709, 15 
USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie case can be rebutted by evidence 
showing that the prior art products do not necessarily possess the characteristics of the claimed product. In 
re Best, 562 F,2d at 1255, 195 USPQ at 433. 



Thus, in the absence of evidence to the contrary, the antisense compounds of claims 1 
and 2 of the instant application are considered anticipated and/or obvious as outlined above. 



Claims 1 and 2 are rejected under 35 U.S.C. 102(e) and 103(a) as being anticipated 
and/or obvious by Nagano et al. (WO 01/71032 Al). 

The claims of the above invention are drawn to antisense compounds 8 to 50 nucleotides 
in length that specifically hybridizes with and inhibits the expression of human cholesterol ester 
transfer protein of SEQ ID NO: 3. 

SEQ ED NO: 16 (page 21, line 8) possesses 100% identity with residues 1666-1686 of, 
and would thus specifically hybridize with, SEQ ID NO: 3 of the instant application. Although 
this reference does not specifically teach the function of inhibiting applicants' instant SEQ ED 
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NO: 3 as claimed in the present application, the above-listed compound meets all the structural 
limitations as set forth in the instant claims. Because the sequences are substantially identical to 
applicant's claimed compounds, and in light of the reasoning outlined above, said compounds 
are thus considered to possess the functional limitations of specifically hybridizing with and 
inhibiting the expression of applicants' instant SEQ ID NO: 3. 

Allowable Subject Matter 
Claims 4-10 and 12-15 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to J. Douglas Schultz whose telephone number is 703-308-9355. 
The examiner can normally be reached on 8:00-4:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John L. LeGuyader can be reached on 703-308-0447. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 



James Douglas Schultz, PhD 




